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R=; Docket  No. 98N-0222
Propo@d Rde
Dissemirudiion oflnformaticm  on UnEpprowd/New Uses
for Marketed Drugs, Biologics, and Devi~es
Federal Register Notiw, June 8, 1998 (Volume 63, Number 109)

Dear Sir/Madam:

Medtionic  is the world’s leading medical Mmology compay specializing in implantdde and
intewentional  therapies. The Drug Delivery Business develops therapies imd products to meat
intractable neurological diseases, many of which are rare conditions such as km-actable spasticity
and pdt and ALS.

We respectfully request FDA to consider the following cornmds:

Subpart A - Gemeral hfomntion:

Scope:

We propose FDA grant to manufacturers exemptions to the requirements set ftih in this de if the
%CW use” hss been accepted as “standard mediml practice”, -Le. indiGatiom that are liicd  in the
USP DI, or Hospital Formulary, etc.

Defimitioris:

Scientifldmedical  journal: The definition stipulated in the propsed rule is ve~ rB#ow in scope
by limiting  to articles published in journals listed in Index Mcdicus and excluding Special
Supplements.  Manufi@mrers should be allowed to disseminate unabridged articles on new uses if
the publication meets tbc criteria of scientific soundness.
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We propose that FDA not exclude dissemination of “Special Supplements” m long as the special
supplement meets the criteria of being fair, balan=d and objective and m long as it includes
information on other relevant therapiedtreatmcnts  fbr the off-labeled indication,

Subpati  D - Agency Action ons Submission:

We proposed that ~A would automatically grant an exemption from a supplemental application
for the “off-label” use if such indication is for a rare disease or condition, if it has been &signa@
by FDA as such. As stipulated  in the C@han Drug Act, a rare disease or condition is onc which
occurs so infrequently in the United States that them is no reasonable expectation that the cost of
deve]op~g ~d m~ng av&Jable k tie United stabs a &ug for such disease or con~tion will be
recovered from szdcs in the United States of such drug.

We urge FDA to exereise discretion when considering “new use” information in a publication if
the primary focus of the piece is em the approved use(s). We urge the Agency to consider
exempting the pro-approval and reporting requirements in these cases. One example is post
approval studies with long term “effectiveness” data on patients. Many of these patients may have
conditions that are outside the approved indication(s). Very often the data is derived from “real
life” sitwtions and would be particularly important for health cmwragc  decisions. FDA would
serve the public well if less burdens are hnposed.

Subpart C - Manufacturer’s Submissions, Reque4s  and Applications:

We urge the Agency to consider the incremental gain in public health protection as compared to the
resources and burden on the Agency and indus~ that would be rqi.red TO review and approve
submissions and maintain records, The burden estimated in the proposed rule may not be an
accurate reflection of the actual burden associated with the collection of information and
recordkeeping to comply with this re~atiofa.

Medtronic  appreciates the oppmtunity to comment on this proposed rule, We urge the FDA to
consider these comments in an effort to clarify requirements for timely dissemination of results of
rncdicd research to health professioruds  and payers.

M-needy,

‘+& ‘“la
Winifred C, Ww RPh
Director, Regulato~ and CJtiC~ Affairs
Drug Delivery Business
Medtronic  Neurological Division


